• Address: COMMISSI^^- 
\^P*^ 1 Washington, D C. 20231 




TANI* K FRASER 
JEST* RICHABWON 
225 FRANKLIN bTREET 

BOSTON MA 02110—'-' 



1653 
DATE MAILED: 



jsssssssssssssar^ 





OFFIQ6 ACTjfON summarV 



^^ponsivetooommunicationC^fiiedon. 
Q Wl s action is FINAL. ^ prosecutlo n as to the merits is ciosed in 



_ 3 application 1 
1.136(a). 

DlsposW^^laims 

'fctaimM " 

Of the above, claim(s) . 

Q Claim(s). 
Q Claim(s)_ 

Q^CIaim(s) JJZJJ 



Cfl-Cn (0) is/are pending in the application. 
^Jl^-^-^ wjtndrawn fr0 m cons,derat,on. 

is/are allowed. 

is/are rejected. 

is/are objected to. 




Application Papers g48 

Priority under 35 U.S.C§ 119 , fl9(a) . (d) . 

□ *—g^ 

D n D Some* □ CERTIFIE 



□ received. M „ (Series Code/Serial Number) TT^Z^CV^^^- 

□ Acknowledgment is made of a claim 
Attachments) 

Q Notice 01 Reference Cited, PTO-892 _____ 

Q formation Disclosure Statement^), PTO-1 449. 

Q mterview Summary. PTO-413 ^ 
□ Not iceofDraft P erson'sPatentO r a W ngRevew.P 

Q Notice of informal Patent Action. PTO-15 ^_ ^ ^ ^ 



• * 

Serial No. 736,267 "2- 
Art Unit 1653 

The request filed on 8/20/99 for a Continued Prosecution Application (CPA) under 37 
CFR 1.53(d) based on parent Application No. 08/736267is acceptable and a CPA has been 
established. An action on the CPA follows. 

Pursuant to the directives of paper No. 30 (filed 7/6/99), claims 11, 98-100 have been 
cancelled, claim 101 added, and several claims amended. Claims 1-10, 12-16, 21, 22, 26- 
32, 50-97, 101 are pending. 

* 

Restriction to one of the following inventions is required under 35 U.S.C. §121: 

I. Claims 1, 3-10, 12-16, 101, drawn to a composition which does not contain a "non- 
hygroscopic additive", classified in, e.g., 514/002. 

II. Claims 1-10, 12-16, 62-77, 101, drawn to a composition which must contain a "non- 
hygroscopic additive", or alternatively must contain a carrier comprising particles having a 
diameter of at least 20 microns (as recited in claim 61) classified in, e.g., 5 14/002. 

III. Claims 21, 22, 26, 27, 28-32, 50-60 drawn to a method of systemic administration of 
a peptide-containing composition, classified in, e.g., 514/002. 

IV. Claims 78-97, drawn to an inhaler device, classified in, e.g., 424/46. 

The claimed inventions are distinct. 

Inventions I and II are related as combination and subcombination. Inventions in this 
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relationship are distinct if it can be shown that (1) the combination as claimed does not 
require the particulars of the subcombination as claimed for patentability, and (2) that the 
subcombination has utility by itself or in other combinations. (M.P.E.P. § 806.05(c)). In the 
instant case, the subcombination can be used as such. In addition, Groups I and II differ 
on the basis of particle size. 

Inventions I and III are related as product and process of use. The inventions can be shown 
to be distinct if either or both of the following can be shown: (1) the process for using the 
product as claimed can be practiced with another materially different product or (2) the 
product as claimed can be used in a materially different process of using that product (MPEP 
806.05(h)). The two Groups are distinguished, in part, because the compositions could 
be used for nasal inhalation. 

Inventions III and IV are related as process and apparatus for its practice. The inventions 
are distinct if it can be shown that either (1) the process as claimed can be practiced by 
another materially different apparatus or by hand, or (2) the apparatus as claimed can be used 
to practice another and materially different process. 

Notwithstanding the foregoing, in the event that Group I is elected and subsequently found 
allowable, the claims drawn to a method of administering the allowed compositions will be 
rejoined for allowance, or at least further examination [In re Ochiai (37 USPQ2d 1127)]. 
In addition, the claims drawn to the device will be rejoined. Further, in the event that 
Group I is elected and subsequently found allowable, it would be appropriate to revisit the 
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question of restriction between Groups I and II. It is more likely than not that rejoining 
would take place (subject of course to the same limitations). Thus, in the event that 
Group I is elected and found allowable it is entirely possible that the restriction will be 
withdrawn in its entirety. 

Applicant is advised that for the response to this requirement to be complete, an election of the invention to be examined must be 
indicated, even if the requirement is traversed (37 C.F.R. 1.143). 

Appl.canUsrernindedto.upo.^ 

37CFR 1.17(h). 

In addition to the foregoing, applicants are required under 35 U.S.C. §121 to elect 
disclosed species for prosecution on the merits to which the claims shall be restricted if no 
generic claim is finally held to be allowable. Regardless of which Group is chosen, an 
election of a specific peptide (contained within the composition) is required. In the event 
that Group I is chosen, a second specie is a specific "surfactant compound". If Group II 
is chosen, each of the following species is required: (a) "surfactant compound", (b) an 
enhancer, and (c) a "hygroscopic additive". If Group III or IV is chosen, election of a 
specific "enhancer compound" is required. 

EbTorS. ,11 cl.L are gen.™ is considered nonrcsponsive unless aecompan.ed by an elect™. 

Upon allowance of a generic Calm, appiican, will be en.i.l.d to consideration ofclanns » ^^^SZ 
Sor^S ' ' 
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if the examiner finds one of the inventions unpatentable over the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. §103 of the other invention. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to David Lukton [phone number (703)308-3213]. 

An inquiry of a general nature or relating to the status of this application should be directed 
to the Group receptionist whose telephone number is (703) 308-0196. 




DAV© LUKTON 



